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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

[Docket No. 97N-0488]

Agency Information Collection
Activities; 1998 and Year 2000 Update
of a National Survey of Prescription
Drug Information Provided to Patients;
Announcement of OMB Approval

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing
that a collection of information entitled
1998 and Year 2000 Updates of a
National Survey of Prescription Drug
Information Provided to Patients’ has
been approved by the Office of
Management and Budget (OMB) under
the Paperwork Reduction Act of 1995
(the PRA).

FOR FURTHER INFORMATION CONTACT:
Karen L. Nelson, Office of Information
Resources Management (HFA-250),
Food and Drug Administration, 5600
Fishers Lane, Rockville, MD 20857,
301-827-1482.

SUPPLEMENTARY INFORMATION: In the
Federal Register of Thursday, December
11, 1997 (62 FR 65273), the agency
announced that the proposed
information collection had been
submitted to OMB for review and
clearance under section 3507 of the PRA
(44 U.S.C. 3507). An agency may hot
conduct or sponsor, and a person is not
required to, a collection of information
unless it displays a currently valid OMB
control number. OMB has approved the
information collection and has assigned
OMB control number 0910-0279. The
approval expires on May 31, 1999.

Dated: August 20, 1998.
William K. Hubbard,

Associate Commissioner for Policy
Coordination.

[FR Doc. 98-23028 Filed 8-26-98; 8:45 am]
BILLING CODE 4160-01-F

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

[Docket No. 98D-0693]

Draft ““Guidance for Industry: On the
Content and Format of Chemistry,
Manufacturing and Controls
Information and Establishment
Description Information for an
Allergenic Extract or Allergen Patch
Test”; Availability

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing the
availability of a draft guidance
document entitled ““Guidance for
Industry: On the Content and Format of
Chemistry, Manufacturing and Controls
Information and Establishment
Description Information for an
Allergenic Extract or Allergen Patch
Test.” The draft guidance document,
when finalized, is intended to provide
guidance to applicants who wish to
market an allergenic product or allergen
patch test for the completion of the
chemistry, manufacturing and controls
(CMC) section and the establishment
description section of revised Form FDA
356h entitled “Application to Market a
New Drug, Biologic, or an Antibiotic for
Human Use.” This draft guidance
document is part of FDA’s continuing
effort to achieve the objectives of the
President’s ““Reinventing Government”
initiatives and the Food and Drug
Administration Modernization Act of
1997, and is intended to reduce
unnecessary burdens on industry
without diminishing public health
protection.

DATES: Written comments may be
provided at any time, however,
comments should be submitted by
October 26, 1998, to ensure their
adequate consideration in preparation of
the final document.

ADDRESSES: Submit written requests for
single copies of the draft guidance
document entitled “Guidance for
Industry: On the Content and Format of
Chemistry, Manufacturing and Controls
Information and Establishment
Description Information for an
Allergenic Extract or Allergen Patch
Test” to the Office of Communication,
Training, and Manufacturers Assistance
(HFM-40), Center for Biologics
Evaluation and Research (CBER), Food
and Drug Administration, 1401
Rockville Pike, Rockville, MD 20852—
1448. Send one self-addressed adhesive

label to assist the office in processing
your requests. The draft guidance
document may also be obtained by mail
by calling the CBER Voice Information
System at 1-800-835-4709 or 301-827—
1800, or by fax by calling the FAX
Information System at 1-888—-CBER-
FAX or 301-827-3844. See the
SUPPLEMENTARY INFORMATION section for
electronic access to the draft guidance.
Submit written comments on the
document to the Dockets Management
Branch (HFA-305), Food and Drug
Administration, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852.
FOR FURTHER INFORMATION CONTACT:
Dano B. Murphy, Center for Biologics
Evaluation and Research (HFM-17),
Food and Drug Administration, 1401
Rockville Pike, Rockville, MD 20852—
1448, 301-827-6210.
SUPPLEMENTARY INFORMATION:

l. Background

FDA is announcing the availability of
a draft guidance document entitled
“Guidance for Industry: On the Content
and Format of Chemistry,
Manufacturing and Controls Information
and Establishment Description
Information for an Allergenic Extract or
Allergen Patch Test.” The draft
guidance document, when finalized, is
intended to provide manufacturers of
allergenic products and allergen patch
tests guidance on the kinds of
information that should be gathered to
adequately describe steps of
manufacturing, product validation, final
container filling, and other aspects of
production. The draft also provides
guidance on how the information
should be formatted and organized
when submitted with Form FDA 356h
entitled “Application to Market a New
Drug, Biologic, or an Antibiotic for
Human Use.”

In the Federal Register of July 8, 1997
(62 FR 36558), FDA announced the
availability of a new harmonized Form
FDA 356h entitled “Application to
Market a New Drug, Biologic, or an
Antibiotic for Human Use.” The new
harmonized form is intended to be used
by applicants for all drug and biological
products. The new harmonized form,
when fully implemented, will allow
biological product manufacturers to
submit a single application, the
biologics license application, instead of
two separate license application
submissions (product license
application and establishment license
application).

This draft guidance document
represents the agency’s current thinking
with regard to the content and format of
the CMC and establishment description
sections of an application to market an



